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.. The MAILING DATE of this commu nication appears on the cover sheet with the correspondence address - 

Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THF MAILING DATE OF THIS COMMUNICATION. , u *■ i ^ 

V^^^L^^^ under the provisions of 37 CFR 1.136(a). In no event, however, may a repiy be fmely fled 

after SIX (6) MONTHS from the mailing ^^^^^? n - re „, v within the sta tutory minimum of thirty (30) days will be considered timely. 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

I )E3 Responsive to communication(s) filed on 30 October 2002 . 
2a)Q This action is FINAL 2b)l2 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters prosecutor , as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1 935 CD. 11 , 453 O.G. 21 3. 
Disposition of Claims 

4) S Claim(s) 1-26 is/are pending in the application. 

4a) Of the above claim(s) 22-26 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 0 Claim(s) l"^ is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)12 The drawing(s) filed nn 14 June 2001 is/are: a)H accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

I I )□ The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) Q The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) S Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)D All b)D Some*c)l3 None of: 

1 .(El Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 

3 □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) H Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application), 
a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

p-n £n s n .. . , DTn ftQ9 , 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

3) Information Disclosure Statement(s) (PTO-1449) Paper No(s) 56 . 6) U Other: 
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DETAILED ACTION 

1 . This Action is in response to the communication filed onlO/30/02, as Paper No. 8. 
Claims 1-26 are pending in the application and are addressed herein. 

Election/Restrictions 

2. Applicant's election with traverse of Group I (claims 1-21) and of the species: 
Hexadecylphosphocholine (HPC) and IL-2 in Paper No. 8 is acknowledged. The traversal is on 
the ground(s) that applicants do not believe that the search required for the additional Group 
would be burdensome. This is not found persuasive because as mentioned in the previous Office 
Action, the Groups have different classifications, prima facie evidence of a burdensome search. 

The requirement is still deemed proper and is therefore made FINAL. 

The prior art does not appear to anticipate, nor make obvious the claimed complex 
comprising the elected species (HPC). Therefore, following the rules pertaining to species 
elections, the next species considered is a complex comprising Dipalmitoylphosphatidylcholine. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

section 102 ot this title, u tne auicic m,c» 0 u v ; nilQ flt the time the invention was made to a person 

manner in which the invention was made. 

4. Claims 1-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over Zhang et al. 
(WO 99/05303; published 4 Feb. 1999) in view of Addison et al. (Gene Therapy 1998, 5:1400- 
1409). 
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(^^p^chCM for delivering ft. -* » ' - h ' 

for fterap.n.i. purposes. Z taS does no, sp«if.ca„y .each ft. ft. phospholipid «*"™ 
ae,iv,,y ; however, looUing .ho specimen for guidance, any phosphohpid havrng fte g»«, 
stru Cur. s.. forft in .he genera, formula (A) on page 1 1 rf *. 

have a cyWxic eftec.. The phospholiprd laugh, by Zhang (DipahnU.y.phosphandy.chohno, . 
encompass* by .he phospholipid of gene,, formula (A) (P- " »f .he specif.oa.ion). Therefore, 
»e phosphohpid <a»gh, by Zhang would necessarily have c„».oxic *,ivi„. Furthermore, 
O.paimr.oy.phospha.idyichohne as a compound me..s ft. ft**- of clahns 2,, considering 
,he cl.,ms are drawn .0 a molecule wherein Rl — 6-22 carbon a,„ms, .... . is no.ed ,h», 
ft. Rl grcup of Dipalmuoylphosphabdylcholine compnses a. leas. 22 carbon atoms. 

Zhang .eaohes ft. .he complex can comprise a canonic lipid which assoca.es »i.h fte 
„ u c,eic acid (see p. Mines 7,6, and a choles.ero, (a hpid which is capable of **** <- 
,he phospholipid, (see p. 10, hnes second paragraph,. Zh»g ,««hes .ha. fte nudeic ae,d, 
phospholipid as well as .he ca„o„ic liprd can form a complex (see page , 5, ftrrd paragraph, 
Zh« also indica.es .he non-eanornc hpid - b. pres„, a, a — ,on in ft. rang. of .bou. 
„ .0 abou, 95 moie percen, whi.e fte canonic W — — - * * " 5 

,0 abo, 80 mo, - ft. PBG-lipid con—ion can be between 0, ,0 50 rnol. p.rce», 

(see p. , 5, .bird paragraph,. Therefore, Zhang .eaches possible rcnges for ft. posUiv. and 
„ga.iv. charges such .ha, ft. —ions could be adjust such ,ha. fte ra„o of posr.ive ,0 
„ega,iv. charges of ft. el— forming ft. complex «nges be«w..n 0.05 and 20. 
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Ztog .aches tha, the «" " ** "* ° t200 ' 500 

microns (see p. 17, fourth paragraph). 

Zhang ..so «. « *e * ■* " * '° ' 

p h^ce„ li eaU y accep t . W ehu ff er,uchasHEPE S ,rPBS(se.,n,,»r,pa raS ra P h, 

A „ho^ Zhan g teaches « ^ — - -*« ^ " " MA S ° Ch " 

p ^ 1 ^<-^^^«■^ , -* a -'- , - , * ,-^ ™* ,, 

cytotoxic polypeptide, such as IL-2. 

,, Th ere f o«,Ma iS „ — — 

tumor cells. . 

reasonable expectation of success. 

», are e».„* effectrve as a „«.e,c aciO dehver, „— " O- — * 

My inouir, concerning -Ms co— cation or earhe, co— cations iron, ,h. 
ex a m ;nersho uU h edi ,^.o,EricM 8 e 1 ,w tol .lepho„en Um her,s P 03,605- 11 e 5 .Th. 

examine, can normahy be reached on M-F (8:00-4:30). 
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It attempts to «* to — * «*»- " — ** * 

^ nm^ ina 4242 for After Final communications, 
communications and (703) 308-424/ 

tayi „ q »i tS o tag e»e ra ,..»eo tre ta,,n S .o*es B ,.o f , Ws a PP Uc.,iono,p—S 

^^.^.o-^stwHoset^onc^isPO^OS-^. 




J. Eric Angell 

January 13, 2003 or P AVE T. NGUYEN 

PRIMARY EXAMINER 



